
TF Adaptive Gutta Percha Point Size SM3-50 PK / SybronEndo Corporation/ RECALL 
(3/16) 
 
 
Reason/Information: 
 
SybronEndo Corporation issued an Urgent Medical Device Recall on the following materiel  
Reason: The materiels outer package correctly identifies the materiel as the SM3-sized gutta 
percha point. However, an inner generic label incorrectly identifies the materiel as ML3. If users 
refer to the outer label as the reference for the size of gutta percha point, the user should 
encounter no sizing discrepancy between the file used to shape the canal and the gutta percha 
point used to obturate it. If a user, however, removes the cover of the tray and only refers to the 
inner package label, the user could mistakenly match the gutta percha point to the wrong file 
size (ML3).  In this case, the materiel (SM3 gutta percha point) will not properly fill the canal due 
to its smaller size and can result in the Gutta Percha slipping past the apex of the root. 
 
 
Disposition/Instructions: 
 
Customers are required to take the following actions: 
 
-- Customers with any affected materiel contact SybronEndo Customer Care at 800-537-7123 to 
receive an RMA number. The RMA will allow for a quick return and replacement or credit.   
 
-- Complete and fax the enclosed acknowledgement form in order to confirm receipt of this 
notification, regardless of whether customers have any materiel in inventory.     
 
If customers have any questions call 800-537-7123 or 714-516-7400. 
 
 
Item Information: 
 
NSN (FSC-NIIN):         6520-NS1       
Part Number:            815-1541 
Nomenclature:           TF ADAPTIVE GUTTA PERCHA POINT SIZE SM3-50 PK 
UI:                     EA 
Manufacturer:           SYBRONENDO CORPORATION 
 
LOT / SN: 
GE15011637 
 
Additional information and documentation can be found by clicking here. 
 
 

http://www.usamma.amedd.army.mil/assets/apps/nala_qaweb/attachments/MMQC-16-1180_1.pdf

